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Food end Drug Administmtion
2088 Gaitha Rod
Rockvillo MD 20W0

MAY 30 S97

WARNING LETI’ER

Jerry W. Maida, M.D.
S80 West Eighth Street
Suite 9017
Jacksonville, Florida 32209

Rcf:OC:14-13S6

Dear Dr. Maida:

On January 21, 1997, you submitted an application for an Investigational Dcvicc
Exemption (IDE) for your cxcimcr laser system for use in refractive cye surgery. On
February 19, 1997,the FDA’sOffice of Dcvkc Evaluation (ODE) sent you a letter
disapproving your IDE application, citing deflcicncics in the application,

Medical dcvixs used by physicians in the course of their practice to treat patients arc
“~rkctcd” and “held for sale” within tic meaning of the Federal Food, Drug and
Cosmetic Act (the Act), and thus, arc subject to the provisions of the Act. Your cxcimer
laser systcm is adulterated under section S01(O(1)(B) of the Act because h is a Class 111
dcvicc under section 513(f), whjch is required to hava in effect m approved application for
PMA or an approved IDE, and no such PMA or IDE is in effect for it. Further, your
continued usc of this device to treat patients is also a violation of the Act,

In addition, your cxcimcr laser systcm must comply with the requirements of the Federal
Pcrfonnancc Standards for lasers which arc found in Title 21 of the Code of Federal
Rciulations, (CFR) parts 1040.10 and 1(MO.11. Wc acknowledge receipt of a Laser
Product Report from you for this cxcimcr laser system. Duc to k fact‘that the report was
submiucd as part of your IDE application, rather than to the Offlcc of Compliance, the
report was not logged in until May 12, 1997. Unfortunatcly, significant portions of the
rcpofl arc missing; thcrcforc, it is impossible to dctcrminc the till extent of the
noncompliances at this time. The following noncompliances were observed:

10 21 CFR 1040.10(g)(5). Thc aperture iabcl is not located in CIOSCproximity to the
actual output aperture, as required by this section.
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2. 21 CFR 1040.10 and (7)(v). The noninterlockcd and dcfcatably
interlocked protectivehousinglabels lackthecorrectwording for a Class IV iascr
product,

3. 21 CFR 1040.10(~(8)(ii). The warning logotype label and protective housing
Iabcls lack the phraM “visible and/or invisible” preceding “laser radiation, ”

All sections of the report aflcr Part 7.2 appear to be missing;i.e., the remainder of Part 7,
Pm 8, Part 9 and Pm 10. Furthcrrnorc, there is no operation Manual to demonstrate
compliance with 21 CFR l(MO.lo(h)( 1) and 1040.1l(a)(2), Copies of the certification
label, identification Iabcl, and apcrtum label am missing. ktly, there is no indication of
qualityassuranceduringmanufacturingand no recordsof testing and inspection to assure
compliance with the performancestandard. Please submit all missing sections, operation
instmctions, and qualityassurancematerialto demonstratecompliance with these
requirements.

Section S38(a)of the Act, ChapterV, SubchapterC (formerly the Radiation Control for
Healthand SafetyAct of 1968)prohibitsany manufacturerfrom certifying cr introducing

●
into commcrcc laser products which do not complywith the standards. This sectionalso
prohibits any manufacturer from failure to establish and maintain rcqulrcd records or to
submit required reports. Failure to respond to this Icttcr may be considered to be in
vioiation of section 538(a)(4) of the Act.

Although your cxcimcrlaser waspurportedlymanufactured,in part, based upon your
specifications, FDA does not consider it to be a custom device. Section 520(b) of the Act
establishes five conditions, each of which must be met by a device to bc a custom dcvicc.
The Act’s custom device definition requires that the dcviccbe made to meet either the
specific anatomical rcquircmcnts of an individual patient or the special needs of an
individual practitioner; a practitioner’sspecial needs maybe either an individual anatomical
need or a special practice need that is not sharedby other physicians,

We do not bclicvc the rcquircmcnts of your mcdkal practice arc unique bccausc they arc
shared by numerous other health profcsdonals. In addition, wc do not believe your dcvicc
is designed to meet any special anatomical nccda that you or an individual patient of yours
may have. Accordingly, your her is not a custom device and is not exempt from the
rcquircmcnt under the Act that this device must havean approved PMA or IDE in effect,
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Pleasenoti~ this officewithin 1Sworkingdaysof your receiptof this letter as to what, if
Uly, actionayOUare tak@ of PiJLtlto tah to bring YOUrdCViCCinto complianceWith the

Act. Your mponsa shouldalso clearlystatuwhetheror not ymIhaveceasedusing the
dCViCCto treat Paticnt$o Faik to ifTlmCdilltel)fand COtT@Ctdy CCaM chicd U$C Of thC

deviceupon receiptOf this hut and failureto bring ymr &vice into compliancewith the
Act, may result in regulatory action by FDA withoutfbrthurnotice, Thuseactionsinclude,
but ar8 not Iimitcdto, seimru, tqjunction,amllorcivil pcnaltiusoPlcasanote that no
Cxtmlsiomof the 1s day mspon$eperiod will be given,

Your responseshouldbe suntto theattention of MaIy-Lou Davis, Dental, ENT and
OphthalmicDavicu Branch(HF’Z-33i)at h lctwrheadaddrcu. In addition,pleasesend a
“mpy of your rcspoma to Mr. TimothyL Couzins,ComplianceOffkar, U.S. Food and
Drug Administration, 7~ Lake E!lcnorDrive, SuiM120,Orlando, Florida 32809, If you
have funhcr questions,pleasecontactMary-LouDavisat (301) S94-4613extension 127or
PAX: (301) 594-4638.

!$inccrclyyoum,

Lillian J, (3;11
Director
Office of Compliance
Center for Dcviccs and

Radiological Health


